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Dated: July 2, 2004.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 04–15663 Filed 7–8–04; 8:45 am]
BILLING CODE 4160–01–S

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES

Food and Drug Administration

Notice of Approval of Abbreviated New 
Animal Drug Application; Oxytocin 
Injection

AGENCY: Food and Drug Administration, 
HHS.
ACTION: Notice.

SUMMARY: The Food and Drug 
Administration’s Center for Veterinary 
Medicine (CVM) is providing notice that 
it has approved an original abbreviated 
new animal drug application (ANADA) 
filed by Cross Vetpharm Group, Ltd. 
The ANADA provides for the veterinary 
prescription use of oxytocin injectable 
solution in ewes, sows, cows, and 
horses. The applicable section of the 
regulation did not require amendment.
FOR FURTHER INFORMATION CONTACT: 
Lonnie W. Luther, Center for Veterinary 
Medicine (HFV–104), Food and Drug 
Administration, 7519 Standish Pl., 
Rockville, MD 20855, 301–827–8549, e-
mail: lluther@cvm.fda.gov.
SUPPLEMENTARY INFORMATION: In 
accordance with section 512(i) of the 
Federal Food, Drug, and Cosmetic Act 
(21 U.S.C. 360b(i)) and 21 CFR 
514.105(a) and 514.106(a), CVM is 
providing notice that it has approved 
original ANADA 200–328 filed by Cross 
Vetpharm Group, Ltd., Broomhill Rd., 
Tallaght, Dublin 24, Ireland. ANADA 
200–328 provides for the veterinary 
prescription use of Oxytocin Injection in 
ewes, sows, cows, and horses. Cross 
Vetpharm Group’s Oxytocin Injection is 
approved as a generic copy of Phoenix 
Scientific, Inc.’s PVL Oxytocin 
Injectable, approved under NADA 124–
241. The ANADA is approved as of May 
21, 2004. The basis of approval is 
discussed in the freedom of information 
summary. The applicable sections of the 
regulation did not require amendment.

In accordance with the freedom of 
information provisions of 21 CFR part 
20 and 21 CFR 514.11(e)(2)(ii), a 
summary of safety and effectiveness 
data and information submitted to 
support approval of this application 
may be seen in the Division of Dockets 
Management (HFA–305), Food and Drug 
Administration, 5630 Fishers Lane, rm. 
1061, Rockville, MD 20852, between 9 

a.m. and 4 p.m., Monday through 
Friday.

The agency has determined under 21 
CFR 25.33(a)(1) that this action is of a 
type that does not individually or 
cumulatively have a significant effect on 
the human environment. Therefore, 
neither an environmental assessment 
nor an environmental impact statement 
is required.

Dated: June 14, 2004.
Linda Tollefson,
Acting Center Director, Center for Veterinary 
Medicine.
[FR Doc. 04–15570 Filed 7–8–04; 8:45 am]
BILLING CODE 4160–01–S

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES

Food and Drug Administration

[Docket No. 2003E–0249]

Determination of Regulatory Review 
Period for Purposes of Patent 
Extension; ELITEK

AGENCY: Food and Drug Administration, 
HHS.
ACTION: Notice.

SUMMARY: The Food and Drug 
Administration (FDA) has determined 
the regulatory review period for ELITEK 
and is publishing this notice of that 
determination as required by law. FDA 
has made the determination because of 
the submission of an application to the 
Director of Patents and Trademarks, 
Department of Commerce, for the 
extension of a patent which claims that 
human biological product.
ADDRESSES: Submit written or electronic 
comments and petitions to the Division 
of Dockets Management (HFA–305), 
Food and Drug Administration, 5630 
Fishers Lane, rm. 1061, Rockville, MD 
20852. Submit electronic comments to 
http://www.fda.gov/dockets/
ecomments.
FOR FURTHER INFORMATION CONTACT: 
Claudia Grillo, Office of Regulatory 
Policy (HFD–013), Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857, 240–453–6699.
SUPPLEMENTARY INFORMATION: The Drug 
Price Competition and Patent Term 
Restoration Act of 1984 (Public Law 98–
417) and the Generic Animal Drug and 
Patent Term Restoration Act (Public 
Law 100–670) generally provide that a 
patent may be extended for a period of 
up to 5 years so long as the patented 
item (human drug product, animal drug 
product, medical device, food additive, 
or color additive) was subject to 
regulatory review by FDA before the 

item was marketed. Under these acts, a 
product’s regulatory review period 
forms the basis for determining the 
amount of extension an applicant may 
receive.

A regulatory review period consists of 
two periods of time: A testing phase and 
an approval phase. For human 
biological products, the testing phase 
begins when the exemption to permit 
the clinical investigations of the 
biological becomes effective and runs 
until the approval phase begins. The 
approval phase starts with the initial 
submission of an application to market 
the human biological product and 
continues until FDA grants permission 
to market the biological product. 
Although only a portion of a regulatory 
review period may count toward the 
actual amount of extension that the 
Director of Patents and Trademarks may 
award (for example, half the testing 
phase must be subtracted as well as any 
time that may have occurred before the 
patent was issued), FDA’s determination 
of the length of a regulatory review 
period for a biological drug product will 
include all of the testing phase and 
approval phase as specified in 35 U.S.C. 
156(g)(1)(B).

FDA recently approved for marketing 
the human biological product ELITEK 
(rasburicase). ELITEK is indicated for 
the initial management of plasma uric 
acid levels in pediatric patients with 
leukemia, lymphoma, and solid-tumor 
malignancies who are receiving anti-
cancer therapy expected to result in 
tumor lysis and subsequent elevation of 
plasma uric acid. Subsequent to this 
approval, the Patent and Trademark 
Office received a patent term restoration 
application for ELITEK (U.S. Patent No. 
5,382,518) from Sanofi-Synthelabo, and 
the Patent and Trademark Office 
requested FDA’s assistance in 
determining this patent’s eligibility for 
patent term restoration. In a letter dated 
November 18, 2003, FDA advised the 
Patent and Trademark Office that this 
human biologic product had undergone 
a regulatory review period and that the 
approval of ELITEK represented the first 
permitted commercial marketing or use 
of the product. Shortly thereafter, the 
Patent and Trademark Office requested 
that FDA determine the product’s 
regulatory review period.

FDA has determined that the 
applicable regulatory review period for 
ELITEK is 2,360 days. Of this time, 
1,420 days occurred during the testing 
phase of the regulatory review period, 
while 940 days occurred during the 
approval phase. These periods of time 
were derived from the following dates:

1. The date an exemption under 
section 505(i) of the Federal Food, Drug, 
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and Cosmetic Act (21 U.S.C. 355(i)) 
became effective: January 27, 1996. FDA 
has verified the applicant’s claim that 
the date the investigational new drug 
application became effective was on 
January 27, 1996.

2. The date the application was 
initially submitted with respect to the 
human biological product under section 
351 of the Public Health Service Act (42 
U.S.C. 262): December 16, 1999. FDA 
has verified the applicant’s claim that 
the biological license application (BLA) 
for ELITEK (BLA 103946/0) was initially 
submitted on December 16, 1999.

3. The date the application was 
approved: July 12, 2002. FDA has 
verified the applicant’s claim that BLA 
103946/0 was approved on July 12, 
2002.

This determination of the regulatory 
review period establishes the maximum 
potential length of a patent extension. 
However, the U.S. Patent and 
Trademark Office applies several 
statutory limitations in its calculations 
of the actual period for patent extension. 
In its application for patent extension, 
this applicant seeks 1,638 days of patent 
term extension.

Anyone with knowledge that any of 
the dates as published are incorrect may 
submit to the Division of Dockets 
Management (see ADDRESSES) written or 
electronic comments and ask for a 
redetermination by September 7, 2004. 
Furthermore, any interested person may 
petition FDA for a determination 
regarding whether the applicant for 
extension acted with due diligence 
during the regulatory review period by 
January 5, 2005. To meet its burden, the 
petition must contain sufficient facts to 
merit an FDA investigation. (See H. 
Rept. 857, part 1, 98th Cong., 2d sess., 
pp. 41–42, 1984.) Petitions should be in 
the format specified in 21 CFR 10.30.

Comments and petitions should be 
submitted to the Division of Dockets 
Management. Three copies of any 
mailed information are to be submitted, 
except that individuals may submit one 
copy. Comments are to be identified 
with the docket number found in 
brackets in the heading of this 
document. Comments and petitions may 
be seen in the Division of Dockets 

Management between 9 a.m. and 4 p.m., 
Monday through Friday.

Dated: June 21, 2004.
Jane A. Axelrad,
Associate Director for Policy, Center for Drug 
Evaluation and Research.
[FR Doc. 04–15569 Filed 7–8–04; 8:45 am]
BILLING CODE 4160–01–S

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES

Food and Drug Administration

[Docket No. 2004N–0234]

Annual Guidance Agenda

AGENCY: Food and Drug Administration, 
HHS.
ACTION: Notice.

SUMMARY: The Food and Drug 
Administration (FDA) is publishing its 
annual guidance document agenda. FDA 
committed to publishing, on an annual 
basis, a list of possible topics for future 
guidance document development or 
revision during the next year, and 
seeking public comment on additional 
ideas for new guidance documents or 
revisions of existing ones. This 
commitment was made in FDA’s 
September 2000 good guidance 
practices (GGPs) final rule, which sets 
forth the agency’s policies and 
procedures for the development, 
issuance, and use of guidance 
documents. This list is intended to seek 
public comment on possible topics for 
guidance documents and possible 
revisions to existing guidances.
DATES: Submit written or electronic 
comments on this list and on agency 
guidance documents at any time.
ADDRESSES: Submit written comments 
to the Division of Dockets Management 
(HFA–305), Food and Drug 
Administration, 5630 Fishers Lane, rm. 
1061, Rockville, MD 20852. Submit 
electronic comments to http://
www.fda.gov/dockets/ecomments.
FOR FURTHER INFORMATION CONTACT:

For general information regarding this 
list contact: Diane Sullivan, Office 
of Policy (HF–26), Food and Drug 

Administration, 5600 Fishers Lane, 
Rockville, MD 20857, 301–827–
3480.

For information regarding specific 
topics or guidances: Please see 
contact persons listed in the table in 
the SUPPLEMENTARY INFORMATION 
section.

SUPPLEMENTARY INFORMATION:

I. Background

In the Federal Register of September 
19, 2000 (65 FR 56468), FDA published 
a final rule announcing its GGPs, which 
set forth the agency’s policies and 
procedures for the development, 
issuance, and use of guidance 
documents. The agency adopted the 
GGPs to ensure public involvement in 
the development of guidance documents 
and to enhance public understanding of 
the availability, nature, and legal effect 
of such guidance.

As part of FDA’s effort to ensure 
meaningful interaction with the public 
regarding guidance documents, the 
agency committed to publishing an 
annual guidance document agenda of 
possible guidance topics or documents 
for development or revision during the 
coming year. The agency also 
committed to soliciting public input 
regarding these and additional ideas for 
new topics or revisions to existing 
guidance documents (65 FR 56468 at 
56477, 21 CFR 10.115(f)(5)).

The agency is neither bound by this 
list of possible topics nor required to 
issue every guidance document on this 
list or precluded from issuing guidance 
documents not on the list set forth in 
this document.

The following list of guidance topics 
or documents represents possible new 
topics or revisions to existing guidance 
documents that the agency is 
considering. The agency solicits 
comments on the topics listed in this 
document and also seeks additional 
ideas from the public.

The guidance documents are 
organized by the issuing center or office 
within FDA, and are further grouped by 
topic categories. The agency’s contact 
persons are listed for each specific area 
in the table.

TITLE/TOPIC OF GUIDANCE CONTACT

II. CENTER FOR BIOLOGICS EVALUATION AND RESEARCH (CBER)

CATEGORY—COMPLIANCE AND INSPECTION

Reprocessing, Reworking, and Blending of Biological Drug Substances and Drug Prod-
ucts

Stephen M. Ripley, Center for Biologics Evaluation 
and Research (HFM–17), Food and Drug Ad-
ministration, 1401 Rockville Pike, Rockville, MD 
20852–1448, 301–827–6210.

VerDate jul<14>2003 19:37 Jul 08, 2004 Jkt 203001 PO 00000 Frm 00055 Fmt 4703 Sfmt 4703 E:\FR\FM\09JYN1.SGM 09JYN1


		Superintendent of Documents
	2010-07-18T00:02:10-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




